GLAND PHARMA LIMITED

AHANIMTUYECKUNA OTYET

Ipomyxkr: Codpanexc®, kammu raasueie u | Jara: 03.02.2020
YIIHBIE, (pIaKOoH 5 MJI

GMID: 366944 Homep P NO013871/01
PerncrpannonHoro
Y/I0CTOBEpPEHHS

Howmep cepuu: 3019015 Jara npousBoacrea: | 12/2019

Otnen: KonTtposns xauecTBa CpoOK roJJHOCTH: 11/2021

Pasmep cepum: 805 L [MonyueHo: 29/12/19

Ccpuika Ha nokyment | FP/19/A/015 - -

KOHTPOJISI Ka4eCTBa

TecTsl Pe3syabTaThl Cnenuduxanus
Ornucanue [Tpo3payHbIii, TOYTH OECIIBETHBIH [Tpo3payHbIii, TOYTH OECIIBETHBIH
pacTBop ¢ 3amaxoM (HEeHUIITHIOBOTO pacTBop ¢ 3amaxom
cImpTa (ESHIIPTUIIOBOTO CIHPTA
[loanuHHOCTB:
IPaMULIAITH COOTBETCTBYET JlomxeH cOOTBETCTBOBATH
¢dbpamuneruna cynbhat COOTBETCTBYET JlomkeH cOOTBETCTBOBATH
CIUpT (PeHMITITHUIIOBEII CooOTBETCTBYET JlokeH cOOTBETCTBOBATH
JIeKcaMeTa3oH (B popme CooTBeTCTBYET JloymkeH cOOTBETCTBOBATh
JIeKcaMeTa3oHa HaTpust
MeTacynbhoOeH30aTa)
OGbeM HATONHEHNs (MJI) 501571 | 5.13614 | 509528 | 5.09528 | 5.08126 | 5 (0(0-5.45 mn
507111 | 5,11085 | 5,08326 | 5,06448 | 5,10250
I[BeTHOCTH VHTEeHCUBHOCTB OKPACKU Maxkcumym B

HCIBITYEMOTO PACTBOpPa MEHEE
MHTEHCUBHOCTH OKPACKH 3TAJIOHHOTO
pactBopa Bs

IIpo3paunocts Memnee ueM sTanoHHas cycnensus 11 MakcuMyM 3TaJOHHAs CyCIIEH3Us
11
pH 4,6 4,5-5,0

KonnuecTBennoe onpenenexue

-I'pamununux 0,0050 % 0,0045 %- 0,0060 %
-®pamuriieTnH cyiabdar 0,49 % 0,45 % - 0,60 % (TIpu aKTHBHOCTH
670 MKr/MmT)
-Criupt HeHUIITUITOBBIN 0,59 % 0,45 % - 0,65 %
JIeKcamMeTasoH (B popme 0,049 % 0,045 %- 0,055 %
JIEKCAMETa30HA HATPHUS g Rl
Meracyab(obensoaTa) PRI &
Pt B R -y
CTepuIbHOCTD Coorsercisyey ©° % ToimkeH COOTBETCTBOBATH
MexaHuuecKe BKIIOYCHUS e FOees -_Eﬂ:;OTCyTCTBy}OT
TemnepaTypa 3aMep3aHus 100 Hus i 12101 -0,5 °C 10 0,6 °C
YmakoBka 1 MapKupoBKa* COOTBeTcg_&é'ﬁ . I_ R | Hosxnbl cootBercTBYeT PY HJL
Jns Poceun T m.- T =
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YIIHBIE, (pIaKOoH 5 MJI

GMID: 366944 Homep P NO013871/01
PerncrpannonHoro
Y/I0CTOBEpPEHHS

Howmep cepuu: 3019015 Jara npousBoacrea: | 12/2019

Otnen: KonTtposns xauecTBa CpoOK roJJHOCTH: 11/2021

Pa3mep cepuu: 805 L [MonyueHo: 29/12/19

Ccpuika Ha nokyment | FP/19/A/015 - -

KOHTPOJISI Ka4eCTBa

TecTsl Pe3syabTaThl Cnenuduxanus

ADU

-OpamurieTyH cynbdar

-I'pamunux

-JlekcameTa3oH
MeTacybhooeH3oar

cepun

®apepa Pomannsun

Canodu HIumu

AKTyallbHBIYA TPOU3BOIUTEND JJIS

F1800002/01 (RM/19/AV002)

Kcennus ®apmacsrotukans JItg

1802211714 (RM/19/AV/006)

IIpousBonurens AOU nomken
OBITh:

®apesa Pomannasun

143, avenue Gaston Roussel,
93230, Romainville, Cedex,
France

®dapmacbroTukans JItg
Szallas utca 1-3, H-1107
Budapest, Hungary

Canodu Hlumu
63480 Vertolaye, France

[IpuMedanue: HACTOSIIMM 5 TOATBEPXKIAI0, YTO JaHHAS CepHs NMPOTECTHPOBAHA II0 BCEM IIOKa3aTelsIM KadecTBa,
HepeyrciIeHHbIM B crienudukanun HopmaruBHo# JloKyMeHTaIy, 3apernCTPUPOBAHHOM B HACTOSILIEE BpeMsl B
Poccuiickoit ®enepanum.

*HacTosImuM MOATBEPKIACTCS, YTO CEPHUsl COOTBETCTBYET TPEOOBAHHSAM Pa3/eioB «YIAKOBKay W «MapKUpOBKa»
cnerudukanyu HopmarusHo# JlokyMeHTanu, 3aperucTpUpoOBaHHON B HacTosIIee BpeMs B Poccuiickoit @eneparun
(MapxupoBKa B TOJTHOM COOTBETCTBUH C TIOCIETHIMH OJ0OPEHHBIMI BEPCHIMH MAaKETOB YIIAKOBOYHBIX MaTePHAJIOB
U WHCTPYKIUH IO MEIAWIMHCKOMY TPHUMEHCHHIO. YTAaKOBKa B IIOJHOM COOTBETCTBHH CO CHEHU(UKAIUCH

HOpMaTHBHOﬁ I[OKyMeHTaIII/II/I 1 NepeMCHHas I/IH(i)OpMaIII/Iﬂ PAacCIiOJIOKEHA B COOTBETCTBYHOLIIUX HOJ'IHX).

VI0IHOMOYEHHBIH NMpeACTaBUTECIIb OTACTIA KOHTPOJIA Ka4eCTBa

R.N.G.H. Krishnam Ratu (noonucw)

03.02.2020

st Poccun
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ANALYTICAL REPORT
Product: Sofradex”, eye/ear drops, in vial 5 m! Date 03/02/20
GMID: 166944 Mar!(eting Authorization | pN0O13871/01
pumber
Batch number 3019015 Muauufacturing date 12/2019
Department Quality Control Expiry date 11/2021
Baich size 805 L Received on 29/12/19
QC reference NO. | FP/19/A/015 ) )
TESTS RESULTS SPECIFICATION
Descrioti . Clear, almost colorless solution with odour | Clear, almost colorless solution with
eseriphon of phenylethy! alcoho!l odour of phenylethyl alcohol
Tdentification:
gramicidin Complies Must comply
framycetin sulfate Complies Must comply
phenylethy! alcoho! Complies Must comply
dexamethasone
(as dexamethasone sodium Complies Must comply
metasulphobenzoate)

5.01571(513614 [5.09370|5.09528|5.08126
Fiil volume (ml) 5,00 - 545 ml
5.0711115.11085|5.08326|5.06448|5.10250

Sample solution is less intensely coloured

Colour Maximum B7
olow than the standard colour solution B7 aximum B
Clarity Less than reference suspension 11 Maximum Ref. Susp II
pH 4.6 4,5--5,0 -
Content of:
— Gramicidin 0.0050 % % i 0,0045% - 0, 0060%
~ Framycetin Sulfate 0.49 % e 0,45% — 0,60%
‘ (at an activity of 670 mcg/mg)
— Phenylethyl Alcohol 0.59% =i - | 0,45% - 0,65%
— dexamethasone o % i 7
(as dexamethasone sodium 0.049 % A o 0,045% ~ 0,055%
metasulphobenzoate) . : ;
Sterility Complies ! Must comply
Mechanical impurities Absent Absent
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ANALYTICATL REPORT - ’
Product: Sofradex®, eye/ear drops, in vial 5 ml Date 03/02/20
GMID: 3166944 Mgﬂcetmg Authorization P NO13871/01
nuniber
Batch number 3019015 Manufacturing date 12/2019
Department Quality Control Expiry date 1172021
Batch size 805 L Received on 29/12/19
QC reference NO. | FP/19/A/015 ) )
TESTS RESULTS SPECIFICATION
Freezing point -0.5°C From -0,5 °C to -0,6 °C
Packaging and labelling*® Complies Must confirm Rus ND
AP] ‘ Actual Manufacturer in the batch API Manufacturer must be:
Fareva Romainville ,
~Framycetin Sulphate F1800002/01 (RM/19/AV/002) 143, Avenue Gaston Roussel, 93230,
Fareva Romainville Romainville, Cedex France
Pharmaceuticals Limited
-Gramicidin B3100421 (DGRMAV19012) Szallas Utca 1-3, H-1107,
Xellia Pharmaceuticals Limited Budapest, Hungary
Sancfi Chemie
-Dexamethasone meta sulpho 1802211714 (RM/19/AV/006) 63480 Vertolaye
benzoate Sanofi Chemic France

REMARKS: | hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specification currently registered in the Russian Federation.

*It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered in Russian Federation (Labelling is in full compliance with the last
approved version of packaging and leaflet artworks. Packaging is in full compliance with the Normative Document
specification and variable information is located in corresponding fields’).

AUTHORISED SIGNATORY, QUALITY CONTROL
Name of Authorised Signatory

\ "' \ ‘ o
[) ’},\D PRy R
BN G kRS NaN RATY
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